ORDER FOR SUPPLIES OR SERVICES PAGE OE FAGES 


a 10 

IMPORTANT: Mark all packages and papers with contract and/or order numbers. 1 

1. DATE OF ORDER 2. CONTRACT NO. (if an, ` 6. SHIP TO: 

l ANSr223201010 14B a. NAME OF CONSIGNEE 

09/28/2012 a 

3. ORDER NO. 4, REQUISITION/REFERENCE NO. k 2 
FDA - Office of Operations 

HHSF22312015 1112146 p 

5. ISSUING OFFICE (Address correspondence to) b. STREET ADDRESS PE , 

DHHS /FDA/OAGS/DCSC i US Food and Drug Administration 

ATTN: Elvis R. Colbert 10903 New Hampshire Ave 

ROOM 2129, HFA-500 

ROCKVILLE MD 20857 . c. CITY d. STATE | e. ZIP CODE 
Silver Spring MD 20993 

7. TO: f. SHIP VIA 

a. NAME OF CONTRACTOR 

MCKINSEY & COMPANY, INC. WASHINGTON D.C. 218450 8. TYPE OF ORDER 

pb. COMPANY NAME [_Ja. PURCHASE b. DELIVERY 

c. STREET ADDRESS REFERENCE YOUR: 

MCKINSEY & COMPANY, INC. WASHINGTON McKinsey Except for billing instructions on the 
eee sree se, this delivery order is 


1200 19TH ST NW STE 1100 


subject to instructions contained on 
this side only of this form and is 


Please furnish the following on the terms issued subject to the terms and 
and conditions specified on both sides of conditions of the above-numbered 
d. CITY ə. STATE |f. ZIP CODE this order and on the attached sheet, if contract. 
WASHINGTON DC 200362412 anv. includina delivery as indicated. 
9. ACCOUNTING AND APPROPRIATION DATA 10, REQUISITIONING OFFICE 
2012.69999DQ0.2512 .MISC-08609 BRETOUS RANDI K (FDA) 
11, BUSINESS CLASSIFICATION (Check appropriate box(es)) ; g 12. F.0.B. POINT 
-| _] a. SMALL X] b. OTHER THAN SMALL DVANTAGED d. WOMEN-OWNED e, HUBZone ; ‘ 
0 L] c DISADVANTAGE = i Destination 
f. OQ g. WOMEN-OWNED SMALL BUSINESS (WOSB) o h. EDWOSB 


SERVICE-DISABLED ELIGIBLE UNDER THE WOSB PROGRAM 
13. PLACE OF 14. GOVERNMENT B/L NO. 


15. DELIVER TO F.0.B. POINT 


ON OR BEFORE fate) 
12/31/201 


16. DISCOUNT TERMS 


a. INSPECTION 
Destination 


b. ACCEPTANCE 
Destination 


NET 30P 


17, SCHEDULE (See reverse for Rejections) 


. Y QUANTITY i UNIT QUANTITY 
ITEM NO. SUPPLIES OR SERVICES . [ORDERED |UNIT PRICE . AMOUNT ACCEPTED 
(a) (b) (c) (0) (e) @) (9) 
GSA Contract #: GS10F0118S 
Tax ID Number: 56-2405213 
DUNS Number: 825229318 
The contractor shall provide all personnel, 
facilities, equipment, material, services, 
and supplies (except as may be expressly 
Continued ... 
18. SHIPPING POINT 19. GROSS SHIPPING WEIGHT 20. INVOICE NO. MEN 
(Cont. 
ages) 


21. MAIL INVOICE TO: 


a. NAME $1,022,236.37 
DHHS/FDA/Accounting Operations Br. 
SEE BILLING 
INSTRUCTIONS | b. STREET ADDRESS ATTN: 
ON REVERSE | (or P.O. Box) 12345 PARKLAWN DRIVE 
HFA-720 
ROCKVILLE MD 20857 
c. CITY d. STATE | ©. ZIP CODE $1,022,236.37 q 
ROCKVILLE MD 20857 


22, UNITED STATES OF = 23. NAME (Typed) 

__ AMERICA BY (Signature) ( M Wht JAMES G. WHITT 
d r ; TITLE: CONTRACTING/ORDERING OFFICER 

AUTHORIZED FOR LOCAL REPRODUCTION OPTIONAL FORM 347 (rev. 2/2012) 

PREVIOUS EDITION NOT USABLE Prescribed by GSA/FAR 48 CFR 53.213(f) 


ORDER FOR SUPPLIES OR SERVICES 


SCHEDULE - CONTINUATION 
IMPORTANT: Mark all packages and papers with contract and/or order numbers. 
DATE OF ORDER [CONTRACT NO. ORDER NO. 
09/28/2012 JHHSF223201010014B | 
cme | ACCEPTED 
(c) (g) ° 
set forth as mmi by the Government) 
and otherwise do all things necessary and 
incidental to the FDA's Budget Process 
Improvement in accordance with the 
tatement of Work (SOW), and the 
contractor's technical and price proposals 
dated September 27, 2012. 
This is a Firm-Fixed Price Task Order. The 
period of performance for tasks 1-4 is 
September 28, 2012 through December 31, 
2012, with one (1) optional task. The not 
to exceed amount for the tasks 1-4 is 
$1,022,236.37. Optional task 5 shall remain 
unpriced and subject to later mutual 
agreement on scope and price. This will 
enable both the Government and McKinsey to 
accurately gauge the support required once 
the process changes have been agreed upon 
at the conclusion of tasks 1 - 4. The 
agency's intent to exercise the optional 
task is contingent upon available funds and 
successful contractor performance. 
Admin Office: 
DHHS / FDA/OAGS/DCSC 
ATTN: Elvis R. Colbert 
5630 FISHERS LANE 
ROOM 2129, HFA-500 
ROCKVILLE MD 20857 
Appr. Yr.: 2012 CAN: 69999DQ Object Class: 
2512 CenterTag: MISC-08609 
Period of Performance: 09/28/2012 to 
12/31/2012 
1 Budget Process Improvement Study Tasks 1-4 1,022,236.37 
Labor: (b) (4) 
ravel: (b) (4) 
Payment Schedule 
ilestone 1: (b) (4) 
Milestone 2: $ 
Milestone 3: $ 
Continued ... 


TOTAL CARRIED FORWARD TO 1ST PAGE ___ TOTAL CARRIED FORWARD TO 1ST PAGE (ITEM TH) ee o e 
AUTHORIZED FOR LOCAL REPODUCTION OPTIONAL STORIES FO mm SPTIGHAL FORM S48 Rn enon 348 (Rev. 4/2006) 
PREVIOUS EDITION NOT USABLE Prescribed by GSA FAR (48 CFR) $9.213(f) 


PAGE NO 


ORDER FOR SUPPLIES OR SERVICES 


SCHEDULE - CONTINUATION 3 


IMPORTANT: Mark all packages and papers with contract and/or order numbers. 


DATEOF ORDER JCONTRACT NO. ORDER NO. 
09/28/2012 |HHSF223201010014B HHSF22312015 
ITEM NO. SUPPLIES/SERVICES ` | QUANTITY|UNIT UNIT AMOUNT QUANTITY 
ORDERED PRICE ACCEPTED 
(c) (d) (e) (9) 


2 Optional Task 5 
Cost to be determined upon exercising this 
optional task 
Amount: $0.00(Option Line Item) 
02/01/2013 
Period of Performance: 02/01/2013- to 
04/01/2013 
The total amount of award: $1,022,236.37. 
The obligation for this award is shown in 
box 17(1). 


TOTAL CARRIED FORWARD TO 1ST PAGE TOTAL CARRIED FORWARD TO 1ST PAGE (ITEM 17(H)) eee E e a aaa aaaaaamaaaamaamaiŘħŘħĖ 17(H)) 
AUTHORIZED FOR LOCAL REPODUCTION AUTHORED FORLOGALREPODUGTION OPTIONAL FORM 348 Rev. 412000) FORM 348 (Rev. 4/2006) 
EVIO! N ‘ 
PREVIOUS EDITION NOT USABLE Prescribed by GSA FAR (48 CFR) §3.213(0) 


FDA Budget Process Improvement 


Statement of Work (SOW) 
1. Background 


The U.S. Food and Drug Administration (FDA or Agency) i is responsible for assuring the protection 
of the public health through regulating the safety of food and the safety and effectiveness of 
medical products. 


FDA's current budget process reflects a roll-up of individual program requests that are packaged 
into larger themes. The connections to longer-term strategy are not always clear, and the links 
between proposed activities and measurable public health outcomes are often weak or non- 
existent. Moreover, the process for analyzing cross-program trade-offs and making agency-wide 
budget decisions has been ad hoc and insufficiently transparent. Likewise, the process for carrying 
forward the budget formulation plans and performance commitments into the budget execution 
planning and resource allocation process is unclear and lacks sufficient transparency and 
accountability. 


FDA needs to improve its budget planning and implementation process to better integrate strategic 
planning, budget formulation, budget execution, and program evaluation in a more systematic and 
transparent way. Management of communications with external stakeholders in Congress, HHS, 
OMB, advocacy groups, and regulated industry should be incorporated into the process, with clear 
roles and responsibilities. oo 


2. Objectives 


The purpose of this effort is to complete a comprehensive evaluation of the existing budget 
formulation and execution processes, and initiate a redesign of the agency-wide budget processes 
which include financial systems and accounting interfaces. The specific objectives are to: 


e Develop an understanding of the existing budget planning and execution processes 


o Analyze the existing budget processes against best practices in the federal 
government; and against HHS and OMB guidance to address the issues outline in 
Section 1 — Background, and to assure compliance with HHS and OMB guidance. 


e Facilitate the development of objectives that give direction for improved budget processes by: 
o Developing and recommending plans that maximize efficiency and effectiveness. 
o Generating the most promising alternatives to implement. 


e Facilitate the development of a new approach to how FDA's budget process operates, 
including its organizational structure, roles and responsibilities, target staffing profile and key 
enabling management processes. 


e Develop a transition plan from the existing processes to the redesigned processes. The 
redesigned processes will— 


o be more understandable and iterative, 
o be effective and efficient, 
o provide for accountability/oversight for the FDA executive management team, 
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o build on each stage of planning to allow for transparency balanced with confidentiality, 
and . 
o provide tools that document and track program outcomes. 


3. Scope — 


To achieve the objectives the contractor will assess FDA's existing financial management 
processes using an assessment framework that draws from appropriate quality system standards, 
including management responsibility, document controls and records management, and corrective 
action. 


The scope of this effort includes all budget processes through out the FDA, including the program 
centers. In addition to reviewing processes in the program offices, the contractor shall review 
existing as is financial systems and reporting tools (including Hyperion, UFMS/iBE, and the 
Business Intelligence Reporting solution), required financial reporting requirements as well as the 
FDA’s collection and payment processes. 


Task 1: Work Plan 


Develop project work plan in consultation with the FDA that meets the objectives and timelines 
agreed upon. 


Task 2: Assessments and Analyses 


Assess the budget formulation and execution processes using the recently completed FY2014 
process and FY2012 budget execution. 


Analyze the following elements of the processes to identify areas for improvement: 


overall fiscal policies and decision making process, 
financial and budget activities, 

roles and responsibilities, 

timelines, 

accuracy, completion and aggregation of data, 
capacity for common prioritization, 

alignment with the strategic and operational plans, and 
communication with internal and external stakeholders. 


00000000 


Task 3: Findings and Recommendations 


In areport to FDA, provide findings and propose recommendations for a redesigned budget 
process based on evidence gathered and analyzed in Section 4.1 - Assessment and Analysis, 
within the context of best practices in the federal government, and in accordance with HHS and 
OMB guidance. The findings report shall include a map of the current FDA processes and a road 
map to the “to be” recommended processes. This report should also include a gap analysis. 
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Task 4: Implementation Plan 

In a report to FDA, propose a plan to transition from the existing budget processes to implementing 
the redesigned processes. The contractor shall assist the government's management team in 
providing support and examples of best practices. 

Task 5: Support FDA Implementation - Optional Task 


Provide expert support to the FDA implementation team engaged in leading, monitoring, 
evaluating and reporting on progress of implementation. 


include 10903 New Hampshire Ave, Silver Spring, MD 20993 and 1350 Piccard Road, as well as 
other locations. Work maybe performed at the Contractor's site depending on the nature of the 
task and approval from the COR. Refer to 32 CFR 154.16 Subpart C for information pertaining to 
personnel security clearance requirements. 


6. Period of Performance 


The contract will have a performance period from September 28, 2012 through December 31, 2012 
for Tasks 1-4. We anticipate Optional Task 5 to begin and end between February 1, 2013 and 
April 1, 2013 


7. Reporting Requirements/Schedule of Deliverables č  ćč  ž =< i o 


Deliverables and schedule will be coordinated by the FDA Contracting Officer's Representative 
(COR). 


Schedule of Deliverables 


Deliverable 


Contract kickoff meeting between FDA and 
contractor. 

A draft project work plan that identifies the 
specific task order deliverables. 


Final project work plan. 


Within 10 business days of the task order 
award. Will be scheduled by the FDA contract 
officer's technical representative (COR). 

Within 15 business days of the kickoff meeting. 
FDA will provide comments within 10 business 
days of receipt. 

Within 5 business days of receipt of FDA 
comments. ` 


TBD through the work plan development =! 
TBD through the work plan development 


As-Is view (map) of the budget processes 
Draft report of findings and recommendations 
for a redesigned budget process- This will 
include a gap analysis of the “as is” to the “to 
be” 


Final report of findings and recommendations 
for a redesigned budget process 


HHSF22312015 , 6 


TBD through the work plan development E 


l 


TBD through the work plan development 


Draft Implementation Plan (e.g., project work 
plans, key milestones and implementation 
metrics, implementation team structure and 


Final detailed Implementation Plan | 
Vata eee eae 


Written progress and financial reports to the Will commence within 30 calendar days of the 
COR. task order award and continue monthly subject 
to change at the discretion of the COR. 


TBD through the work plan development 


8. Security i 


All personnel performing on this contract must have a minimum-security clearance level as 
required by the FDA. While the actual software, data, and reports generated by the contractor are 
not classified, they are restricted and are subject to NOFORN (not releasable to foreign nationals) 
and general non-disclosure limitations. Contractors must validate in writing that staff supporting this 
contract comply with this requirement. Also during the performance of this contract, Contractor staff 
may be required to use or come in contact with proprietary government information. Contractor will 
process the paperwork for a National Agency Check on.all assigned employees. Contractor must 
have a complete knowledge of, and comply with, all standard HHS security procedures, including 
the process of information release through the Freedom of Information Act (FOI). 


9. Government Furnished Equipment (GFE)/ Government Furnished Information (GFI) 


The contractor shall be provided Government furnished equipment only for contract personnel 
working at FDA facilities. The Government may provide office space and furniture for two to three 
(2-3) contract personnel if such Government property is identified and justified as needed to 
successfully meet the contractual obligations. Standard office equipment will be made available to 
the Contractor. The Contractor shall sign for issuance of Government furnished equipment. 
Furthermore, the Contractor shall return all furnished equipment prior to the period of performance 
end date or immediately upon request of the FDA COR. 


contract. 


The contractor shall not release any information concerning the contract or any information gained. 
due to such work without the advance, written consent of the contracting officer. Much of the work 
performed shall be considered management confidential and may at times be subject to the 
Privacy Act. All contractor work product produced by the contractor while under contract with the 
FDA shall be considered the property of the Federal Government. 
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11. Conflict of Interest ; 


As a regulatory agency charged with protection of public health, FDA must maitai public 
confidence in the integrity of its decisions. The FDA has policies and procedures that safeguard 
against actual and apparent conflict of interest on the part of its employees. In contracting for 
review and evaluation of scientific data and information submitted to the agency, it is critical that 
the FDA be assured that there is no actual or apparent conflict of interest on the part of the 
individual contractor. Offerors performing work under this contract must assure the protection of 
information and data they receive under this contract from unauthorized use or disclosure, and 
must avoid actions that would cause a reasonable person to question the impartiality of the 
contractor. 


` Definition of Conflict of Interest 


Conflict of interest means that because of other activities or relationships with other persons or 
organizations, a person is unable or potentially unable to render impartial-assistance or advice to 
the Government, that the person's objectivity in performing the contract is or might be otherwise 
impaired, or that the person has or might acquire an unfair competitive advantage (see FAR 
9.501). 


Contractor’s Conflict of Interest Responsibilities 
The individual contractor must be free of interest prior to performing under this contract. 


Any time prior to or during the performance of the contract the individual contractor believes that a 
potential or actual conflict exists, the individual should notify the FDA COR. The FDA COR shall 
determine whether or not a conflict of interest exists and how to resolve or mitigate it. The 
contractor should not commence or continue working on the contract until directed by the FDA 
COR. 


Conflict of Interest Screening 


An individual offeror /contractor submitting a proposal in response 2 to this solicitation must sibni 
the following information (if no relevant information exists, please provide a statement to that 
effect). 


1. A list of any stock holdings and investments for you, your spouse and minor 
children. 


2. Any positions, either compensated or not, that you currently hold (or have under 
negotiation). 


3. Any contracts, grants, or cooperative research and development assignments that y you . 
are working on or have under negotiation; 


E Any other sources of income (not mentioned above) 


5. Any other relevant information concerning any past, present, or planned 
interests that may have a bearing on the responsibilities described in the 
Statement of Work. 


The FDA COR shall conduct a review of the information submitted and determine if a conflict of 
interest exists prior to forwarding any documents to the contractor. Prior to submitting new work 
assignments, the FDA COR shall follow-up with the contractor to determine if any changes to 
his/her financial interest have occurred. 
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Conflict of Interest Agreement 
In executing this contract, the individual contractor agrees: 


1. To report to the proper authority within the FDA (the COR), any situation or event 
that may constitute a conflict of interest, whether actual or potential. 


2. To act impartially and not give preferential treatment to any individual or organization 
which has submitted applications, information, and or data. 


3. Not to solicit any gift or other item, nor accept any gift or other item, of monetary value 
exceeding $20.00 from any person or entity seeking official action from, doing business with 
or conducting activities related to the evaluations and work performed under this 
contract. Aggregate market value of individual gifts should not exceed $50.00 in a calendar 
year. 


4. Not to disclose any information and/or data within his or her purview, or to - which 
he/she has access as a result of performing work under this contract. 


5. Not to-participate in any matter involving specific parties who are likely to or can 
directly affect the financial interest of a member of his household or a relative with 
whom they have a close personal relationship; and 


6. To disqualify himself from participating in particular matters involving former 
employees or their representatives, with whom they have worked within the past 
one (1) year and who might represent a conflict of interest. 


12. Access to Non-Public Information 


All contractor and subcontractor employees are required to sign the Contractor's Commitment to 
Protect Non-Public Information (NPI) Agreement (Form FDA 3398) provided. If a person who has 
signed this agreement resigns, is dismissed, or is otherwise no longer working on this contract, the 
Contractor shall notify the FDA COR and the Contracting Officer. Any new contractor or 
subcontractor employee assigned to this contract shall sign the form, and the Contractor shall 
hand-deliver it to the Contracting Officer ten (10) days prior to said new employee's 
commencement of work on this contract. — 


The prime contractor, subcontractors, and consultants shall not be provided nor possess non- 
public information in any form unless written approval has been granted, nor shall they have 
unaccompanied access to an FDA facility unless a facility clearance has been granted. 


13. Other Pertinent Information or Special Considerations 


Rehabilitation Act Compliance - The Contractor should be familiar with Section 508 requirements 
as described at http:/Awww.section508.gow/ in order to ensure that documents generated as part of 
the contract are fully Section 508-accessible using the available COTS tools. All reports submitted 
should be in a Section 508 compliant .pdf format ready for posting on the FDA website if FDA shall 
choose to do so. 


Travel — The contractor shall make an effort to conduct all meetings in the local Washington, D.C. 
area. On as-needed bases, the Contractor may be required to travel to various locations not 
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specified under the Place of Performance and the Contractor shall travel as required to meet the 
contractual obligations. The Contractor shall obtain advanced written approval for travel from the 
FDA COR prior to incurring any such costs. The contractor shall pay all travel expenses and other 
expenses necessary to meet contract requirements. Approval of travel expenses outside the local 
Washington, D.C. area will be reimbursed at the current per diem rates at the time of travel in 
accordance with the Federal Travel Regulations. 


The Contractor must comply with the requirements of the Federal Travel Regulation 


(www.gsa.gov/ftr). 


14. COR seis 


The FDA COR is responsible for the acceptance of work. The FDA COR designated and approved 
by FDA’s Office of Acquisitions and Grants is Paul Carstensen, Paul.Carstensen @fda.hhs.gov, 
301-796-8834, 10903 New Hampshire Avenue, White Oak Building 1, Room 4326, Silver Spring, 
MD 20993. 


15. Post-Award Administration 


Completion of all deliverables, quality and timeliness of delivery, as well as incidents and types of 
defects, will be used to evaluate the Contractor’s progress and suitability. 
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